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Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 □ In addition, in the case that more than one version or copy of a sequence listing and/or table elating thereto 
has been filed or furnished, the required statements that the information in the subsequent or .additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 
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Box No. V Reasoned statement under Rule 43fc/s.1(a)(i) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement __ 



1. Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-26 



1-26 



1-26 



2. Citations and explanations 
see separate sheet 



Box No. VII Certain defects in the international application _ 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



Box No. VIII Certain observations on the interna tional application _ 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Reference is made to the following document: 

D1 : US-A-5 814 075 (KROLL ET AL) 29 September 1 998 (1 998-09-29) 



Re item v 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1 The below mentioned lack of clarity notwithstanding (see Item VIII below) it appears 
that the subject matter of preset independent claim 1 , when amended along the lines 
below indicated, would meet the requirements of novelty and inventive step as set out 
in Article 33(2) and (3) PCT, the reasons therefor being the following. 

1.1 The present application relates to a method and apparatus for monitoring a heart 
condition, having small and portable dimensions, and that at the same time is both 
highly sensitive and highly specific and has low power consumption. 
This feature is achieved by a multistage architecture, whereby a first stage having 
high sensitivity, but lower power consumption because implementing very simple 
analysis algorithm is coupled with a second stages processing data more throughly 
because implementing more complex analysis algorithms, therefore requesting 
higher power consumption, and wherein said second stages being activated by the 
first stage only in case of an alarm situation. 

The architecture of the system of the present application achieves high sensitivity for 
alarm conditions with low power consumption and low computational throughput, and 
also achieves high specifity with more computational intensive algorithms which are 
only run whenever an alarm occurs. 

1 2 Insofar as it can be understood in the light of the originally filed description, it appears 
that the subject matter of present independent claim 1 is directed to a heart condition 
monitoring apparatus comprising a first stage, second stages and memory means, 
wherein: 

I) said memory means adapted to store computer program code means; 
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ii) first stage coupled to said memory means further comprising means adapted to 
receive data from a detected heart signal, means adapted to perform an 
analysis of said received signal in order to detect the occurring of a possible 
alarm condition, means adapted to activate said second stage; 

Hi) second stages comprising means to perform analysis of said received data in 
such a way to determine additional information regarding said sensed alarm 
conditions. 

1 .3 Moreover, it appears to this Authority that the system of present independent claim 1 
should also be drafted in such a way to also comprise: 

I) features related to means adapted to minimize the power consurnption of said 

first stage and means to optimize sensitivity of said first stage to detect potential 

alarm conditions from the analysis of said sensed data; 
ii) features related to meas adapted to maximize data throughput and analysis 

capability of the second stages activated by said first stage upon detection of 

said alarm conditions from said sensed data. 

1 4 Document D1 discloses (see D1 column 3 lines 1 0 to 60; from column 4 line 50 to 
column 6 line 35; from column 7 line 3 to column 8 line 38; from column 1 1 line 10 to 
column 12 line 45; from column 12 line 65 to column 13 line 58) a system to control 
power for an implantable medical device having two power sources, a low power 
sources optimized for providing a continuous source of low power for cardiac 
monitoring, and a second power source being a high power source optimized for 
providing brief burst of high power for cardiac fibrillation when it is needed. 
Thus in the system known from D1 the use of two different power sources is known 
however it is used for the necessity of power burst for a defibrillator to be activated in 
S a detected alarm condition; in the system of claim 1 the high power ,s used to 
enable a higher data throughput to run more complex analysis algorithm, in case of 
the occurring of an alarm situation. 

1 5 The system of D1 has the problem that its power consumption in normal operation is 
" not optimized; therefore, if one would need to increase the signal sensed analysis 
capability of the system of D1 in terms of higher data throughput, or more complex 
analysis algorithms to carried out, he has to implement solutions that would require 
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more power consumption in any operation condition. «_, !r , 0<s 
This problem of D1 is solved by the system of claim 1 , when amended along the lines 
above indicated, by providing a stage architecture, with first stage havmg a l m.n.mal 
power consumption and implementing simple signal analysis algorrthm with the only 
purpose to implement a preliminary detection of an alarm condition, and a second 
stage implementing more complex signal analysis algorithms in order to perform a 
more detailed detection of the alarm condition, whereby said second stage is 
activated by the first stage only in case of occurrence of a poss.ble alarm. 

1 6 The solution to the problem of the prior art as proposed by claim 1 when amended 

alono the lines above indicated, does not appear to be suggested or rendered 
obv ous b system known from the prior art; therefore, the system of independent _ 
olaim 1 , when amended along the lines above indicated, meets the requ.rements of 
Article 33 (2) and (3) PCT. 

o The same reasoning also applies, mutatis mutandis, to the subject matter of 

2 JemS c"?o 26. Cogent, it a,so ^^^f « 
claims 2 to 26, when amended along the lines above md.cated, meets the 
requirements of Article 33 (2) and (3) PCT. 

3 With regard to the assessment of the present claims 1 to 26 on the question whether 
th*»v are industrially applicable, the following is stated. 

^^^^Sto be understood in the light of the origina.lv filed descnptjon, 
t appeal hat the subject matter of present claims 1 to 26 relates to a method and 
appaXs fof monitoring a heart condition, therefore it fulfills the requirements of 
industrial applicability as set out in Article 33 (4) PCT. 

R fi Item VII 

Certain defects in the international application 

3.1 At page 1 2, last paragraph, the description contains general statements that the 
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extent of protection may be expanded in some vague and not 

Such general statements shall be deleted as contrary to Article 6 PCT, cf . also fo 

Preliminary Examination Guidelines, C-lll, 4.3a. 



Re Item VIII 

Certain observations on the international application 

4 The application does not meet the requirements of Article 6 PCT, because claims 1 , 
7 9 and 22 are not clear, the reasons therefor being the following. 
Although claims 1 , 7, 9 and 22 have been drafted as separate 
they appear to relate effectively to the same subject matter and to differ from each 
other S wrth regard to the definition of the subject matter for which protection s 
sTght andTr^ Aspect of the terminology used for the features of that subject matter 
The a^ementioned claims therefore lacK conciseness and as such do not meet the 
requirements of Article 6 PCT. 



With regard to the individual claims, the following comments are herein under 
submitted. 

Present independent claim 1 does not meet the requirements of Article 6 PCT as to 
clarity, the reasons therefor being the following. 



5.1 



Some of the features in the apparatus Cairn 1 relate to a meth ^T^^T 
tus rather than clearly defining the apparatus in terms of its technical features. The 
Intended limitations are therefore not clear from this claim, contrary to the 
requirements of Article 6 PCT. 

Claim 1 does not meet the requirements of Article 6 PCT in that the matter for which 
SrcionTsougm is not clearly defined. The claim attempts to define the subject 
E terms of the result to be achieved, which merely amounts to z stetement of 
Z underlying problem, without providing the technical features necessary for 
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achieving this result. 



5.3 



5.4 



6 



The wordings "processor to be programmed", "optimum sensitivity , potential alarm 
conditions in the real time data", "to be optimized to minimize power consumpt.on , 
"to activate the second set of programming instructions" and 'to be opt.m.zed to 
maximize specifity" used in claim 1 are vague and unclear and leave the reader m 
doubt as to the meaning of the technical features to which they refer ^reby 
rendering the definition of the subject matter of said claim unclear, Article 6 PCT. 

Finally, it is clear from the description that the following features are essential to the 

T^TreZ^T^ns a^ted to minimize the power consumption of 
} fS sige and means to optimize sensitivity of said first stage to detect potential 

alarm conditions from the analysis of said sensed data; 
„) tea ures related to meas adapted to maximize data throughput and ^na ys,s 
° capability of the second stages activated by said first stage upon detecfon of . 

said alarm conditions from said sensed data. . martth . 
Since independent claim 1 does not contain these features ; ,t does rneet the 
reauirement following from Article 6 PCT taken in comb.nation with Rule 6.3 b) PCT 
Ih^nde^nden? claim must contain all the technical features essentia, to the 
definition of the invention. 

The same objections as above are also valid, mutatis T^"J^*™ ln 
consequently also claims 2 to 26 do not meet the requirements of Canty as set 

Article 6 PCT. 

Moreover, claims 10, 13, 15, 16, 17 and 19 are also unclear for the following 

additional reasons. m nn* artifacts" 

The wordings -additional information includes a presence ofj we -on more, artrtaots , 
independent estimates", "a signal derived from a common mode, ^rtent 
-acceleration or patient impedance", "differentiating" and "technical aspects o a heart 
morttonng de^ce" used m claims 10. 13, 15, 16, 17 and 19 respect,vely are vague 
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and unclear and leave the reader in doubt as to the ^^^J^^J^ 
to which they refer, thereby rendering the definite of the subject matter of sa.d 
claims unclear, Article 6 PCT. 



8 



Claims 25 and 26 are also unclear because despite the fact that they are method ; 
claims fncS ateo features of an apparatus; therefore the category of sa.d claims is 
n TS^S^Zto* and this fact creates in the reader a state of uncertainly 
when Wmto assess the extent of the subject matter claimed, which is against the 
provisions of clarity as set out in Article 6 PCT. 
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European application number 



PCT application number 



PCT/IB2005/050537 



PCT publication number 



Applicant's or representative's reference 



PHUS040126EP1 



1. Applicant 

Particulars of the applicant(s) are contained in the international publication or 
were recorded by the International Bureau subsequent to the international 
publication. 

Changes which have not yet been recorded by the International Bureau are set 
out here: 

Address for correspondence . 



2. Representative 1 r 
This is the representative who will be listed in the Register of European Patents 
and to whom notifications will be made 
Name 

Address of place of business 



Telephone 

Fax 

e-mail 

Any additional representative(s) is/are listed here: 



0 



SCHOUTEN Marcus, M. 

P.O. Box 220 
Eindhoven, 5600 AE 
Netherlands 
+31 40 2743505 
+31 40 2743489 

□ . 



3. General Authorisation: 

An individual authorisation is attached. 
A general authorisation has been registered under No: 
A general authorisation has been filed, but not yet registered 
The authorisation filed with the EPO as PCT receiving Office expressly includes 
the European phase 



□ 
□ 
□ 
□ 



4. Request for examination 

Examination of the application under Art. 94 EPC is hereby requested. The 

examination fee is being (has been, will be) paid. 

Request for examination in an admissible non-EPO language: 



0 



0 



Verzocht wordt om onderzoek van 
de aanvrage als bedoeld in Art. 94. 



5. Copies s „ . . 

One or more additional sets of copies of the documents cited in the 
supplementary European search report are hereby requested. 
. Number of additional sets of copies 



6 Documents intended for proceedings before the EPO 
6.'l Proceedings before the EPO as designated Office (PCT I) are to be based on 
the following documents: 

the application documents published by the International Bureau (with all 
5S Ascription and drawings), where applicable with amended claims under 
Art. 19 PCT 
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unless replaced by the amendments attached. 
Where necessary, clarifications should be attached as Other Documents 

6.2 Proceedings before the EPO as elected Office (PCT II) are to be based on the 

following documents: 

the documents on which the international preliminary examination report is 
based, including any annexes 

unless replaced by the amendments attached. 
Where necessary, clarifications should be attached as 'Other Documents' 
If the EPO as International Preliminary Examining Authority has been supplied 
with test reports, these may be used as the basis of proceedings before the 



EPO. 



7. Translations _ .. _ . 

Translations in one of the official languages of the EPO (English, French. 
German) are attached as crossed below: 

* In proceedings before the EPO as designated or elected Office (PCT I + II): 
Translation of the international application (dHii^U^Jny 
drawings) as originally filed, of the abstract as published and of any .nd.cat.on 
under Rule 13bis.3 and 13bis.4 PCT regarding biological matenal 
Translation of the priority application(s) 

It is hereby declared that the international application «h[|M| filed is a 
complete translation of the previous application (Rule 38(5) EPO) 

* In addition, in proceedings before the EPO as designated Office (PCT I): 
Translation of amended claims and any statement under Art. 19 PCT . rf the 
claims as amended are to form the basis for the proceed.ngs before the EPO 
(see Section 6). 

* In addition, in proceedings before the EPO as elected office (PCT II): 
Tra nslation of annexes to the international preliminary examination report 

8 - SKS£S£. to and/or uses biological materia, deposited under Rule 
28 EPC. 

The particulars referred to in Rule 28(1X0 EPC (if nd ^ t^ *e , 
depository institution and the identification reference(s)) [number symbols etc.] 
of Sedepositor) are given in the international puW.cation or ,n the translation | 
submitted under Section 7 on: 
page(s) / line(s) 

A copy of 1he receipts) of deposit issued by the depositary institution 
is attached 

will be filed at a later date 

A waiver of the right to an undertaking from the requester pursuant to Rule 

28(3) EPC is attached. 

9. Nucleotide and amino acid sequences _ 

The Hems required under Rules 5.2 and 13ter PCT and Rule 1 1 1(3) EPC have 
already been furnished to the EPO. 

The sequence listing as part of the description is attached in PDF format. 
The sequence listing does not include matter that goes beyond the content of 
the application as filed. 

In addition, the sequence listing data is attached in computer-readable form in 

accordance with WIPO Standard 25. 
The sequence listing data h«n^^toh«c^«ll' 
WIPO Standard 25 is identical to the seq uence listing in PDF format. 

1 °1<V? ttT^TOnt^ntended to pay seven times the amount of the designation 
£ The 8 ae^nation fees for alllhe EPC contracting states <>es.gnated .r .the 
Wemational application are thereby deemed to have been paid (Art. 2 No. 3 

AT BEBG CH&LI CY CZ DE DK EE ES Fl FR GB GR HU IE IS IT LT LU MC 



□ 
□ 



□ 
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10.2 It is currently intended to pay fewer than seven designation fees for the 
following EPC contracting states designated in the international application: 

10 3 It is requested that no communication under Rules 85a(1) or 69(1) need 
be notified in respect of the contracting states not indicated. If an automatic 
debit order has been issued, the EPO is authorised, on expiry of the basic 
period under Article 79(2), to debit seven times the amount of the designation 
fee. If less than seven states are indicated, the EPO shall debit designation 
fees only for those states, unless it is instructed to do otherwise before expiry of 
the basic 



: period. 



1 1 . Extension of the European patent 
This application is also considered as being a request for extension to all the 
non-contracting states to the EPC designated in the international app ication 
with which "extension agreements" were in force on the date of filing itne 
international application. However, the extension only takes effect if the 
prescribed extension fee is paid. 

It is currently intended to pay the extension fee for the following states: 



0 



EZI 



Description of document 



Original file name 



1 3. Automatic debit order 
Currency 

The European Patent Office is hereby authorised, under the Arrangements for 
the automatic debiting procedure, to debit from the deposit account any fees 
and costs falling due. 
Deposit account number 

Account holder 

14. Reimbursements (if any) should be made to the following EPO 
deposit account: 

Number and account holder 



0 
EUR 



28090021 

Philips International B.V.- IP&S 



15. Fees 



15-1 

15-2 
15-3 

15-4 
15-5 

15-6 



002e Fee for supplementary European search for 
applications filed before 01 .07.2005 
005 Designation fee 

006e Examination fee (Euro-PCT without supplementary 
European search report) ^ 
015 Claims fee 

020 Basic national fee for an International application 



033 Renewal fee for the 3rd year 



Total: 



Factor/Reduction 
applied 



Assigned file name 



0 

Philips International B.V.- IP&S, 
28090021 



Fee schedule 



Amount to be paid 



0.8 

16 
1 



16. Annotations 

17. Signature(s) of applicant(s) or representative 



720.00 

80.00 
1 490.00 

45.00 
95.00 

400.00 
EUR 



0.00 



560.00 

1 192.00 

720.00 
95.00 

400.00 

2 967.00 



Place: 
Date: 
Signed by: 
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06 June 2006 

NL, Philips IP&S. J. van der Veer 1086 
(Representative) 



